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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 26 April 2010 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1.2 and 5-26 is/are pending in the application. 

4a) Of the above claim(s) 9-26 is/are withdrawn from consideration. 

5) \Z\ Claim(s) is/are allowed. 

6) |EI Claim(s) 1.2 and 5-8 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draftspereon's Patent Drawing Review (PTO-948) Paper No(s)/IVIail Date. 
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DETAILED ACTION 
Response to Amendment 

Applicant's amendment and argument filed Januaryl2, 2010 in response to the non-final 
rejection and April 26, 2010 in response to the communication of April 14, 2010, are 
acknowledged and have been fully considered. Any rejection and/or objection of record not 
specifically addressed is herein withdrawn. 

Applicant has amended the claims by canceling claims 3 and 4. Claims 9-26 stand as 
withdrawn for the reasons of record. Claims 1, 2, and 5-8 are pending and have been examined 
on the merits. 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubUc use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the ait to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 2, and 5-8 stand as rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Willems et al (Exper. Hematol. 2002, 30, 



p.640-648.). 
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Willems appears to anticipate the claims by teaching NM23 (NM 23 protein), bone 
marrow cells (cells from bone marrow) and normal human hematopoietic progenitor cells 
(undifferentiated cells, hematopoietic cells, progenitor or stem cells, cells from blood). Willems 
fiirther teaches in vitro addition of NM23 to the cells, wherein NM23 inhibits cell differentiation 
(maintains undifferentiated cells). 

Although Willems does not expressly recite an intended use of the NM23 as a survival 
factor or to prevent differentiation/maturation, or of the cultured cells for a (non)therapeutic use 
Willems still appears to anticipate the claims, because Willems teaches the same cells 
(stem/hematopoietic cells) and the same protein (NM23) as instantly claimed, and culturing {in 
vitro assaying for differentiation and the inhibition thereof). Thus the method of Willems appears 
to be identical to the method as instantly claimed wherein practicing the method of Willems 
would appear to inherently provide the intended functions/uses. 

In the altemative, even if the claimed method of culturing such cells in the presence of 

NM23 is not identical to the referenced method with regard to some unidentified characteristics, 
the differences between that which is disclosed and that which is claimed are considered to be so 
slight that the referenced cells produced by such a method are likely to inherently possess the 
same characteristics of the claimed cells produced thereby particularly in view of the similar 
characteristics which they have been shown to share. Thus, the claimed culturing method would 
have been obvious to those of ordinary skill in the art within the meaning of USC 103. 

Accordingly, the claimed invention as a whole was at least prima facie obvious, if not 
anticipated by the reference, especially in the absence of sufficient, clear, and convincing 
evidence to the confrary. 
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Response to Arguments 

Applicant has argued that Willems et al teaches a lower cell density than the instant 
invention, a richer expansion cocktail of cytokines. Applicant has also argued that Willems 
teaches NM23 doses provided did not effect overall cell expansion or survival or were variable 
in the effect, in contrast to the instant invention showing marked increase in cell number in 
response to NM23-H1 in the presence of IL3 and SCF. Applicant has further argued that 

Applicants' arguments as they pertain to the art rejections above have been carefully 
considered but are not deemed to be persuasive of error in the rejections. 

In response to applicant's argument that the references fail to show certain features of 
applicant's invention, it is noted that the features upon which applicant relies (i.e., a cell density, 
concentration, or conditions (time, a fully-defined culture medium); precluding additional 
components, cytokines, or cells; anNM23-Hl protein; and expansion or survival or degree 
thereof; an increase in cell number or a cell-expansion/survival effect) are not recited in the 
rejected claim(s). Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 
USPQ2d 1057 (Fed. Cir. 1993). 

No claims are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AARON J. KOSAR whose telephone number is (571)270-3054. 
The examiner can normally be reached on Monday-Thursday, 7:30AM-5:00PM, ALT. 
Friday,EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on (571) 272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Aaron J Kosar/ /Christopher R. Tate/ 

Examiner, Art Unit 1 65 1 Primary Examiner, Art Unit 1 655 



